-V MC.NDMI \T AND KI-SPONSli TO OI-TICE ACTION' 

(no ! xaniniLf s wimuum.il of the u'iccUonoi Lhim^ i 10 and 1 >-17 unoi^- "'='1 S ( 
^ .t:^ .inncipateJ bv U.S. PtueniNo. C>.44^K6^I7 to Robinson and of claims 1-'^, 13, 14, 16 
n'U " ' I' « C i\{.n(b) anliupaiud by U. S. Patent No 5,686,08*' tn Miuu ts ^^ppjotwtoU 
Aincttidmcat to the Specification 
' pcth n -in 1 IS bv< n luu nJn.] lo cu.utt 'i ob\ sois ffoanpl)!. M ti'Oi in the 
^fv >Ki e k ! li o. t 1 \soiw 1 \i Suppori ioi thtb ar\endmcnt c<fn ho kKinJ m iK 
sf>ec!i5cuuy rv ;;f I Icaiii at paye K line 23, 

Review ai the Hie J Ijstoiy 

t'k i]>ir^ ufiK* ht! hi-lplui Appiju'ints t«.spopso lo tht, no'i-fjnal OUke action mcUioU 
s n^u>ax< '> ! 200^, included a dcckiution unclcj 37 CFR ^ IJ i2 b> ai-imcntoi Di M 
i oUlsH> h f he ovaminer Lonsidcicd the Goidsti-tn d(.cLaranon ui the i tnai ReKclion. umk'd 
\ U\h:n 2:^ :!0 )(' I nu ttd^ , JO Appeal BrierA\as filed m which Dr, Goldstein's dedaratlGn was 

Ik ' I p< a K < M ! ',K ' HvH! >b\ uhhsk-'s'- mc) (he c\amincf s u I'-'Mit l.^ pie ullI udUon 
vva^ invilivicnJ v,«s ;Kkiii.^>,cu. Scl. c.j; . .\ppea! BneJ, pages i he cxainnier 

snhs.^j iMnU\ jooptncd p ^^'secutjon b\ i^^siuiig tht eunc^t OUlcc action 

^ ' ' ^ '^t OiHuc action a!!>o coiuauih ob^ lousm'sj* icjections, it (ads to 

<-i vist i!ss Ht ' t'-Listk-in s doclanition. i fits crr->} u. it c\ kj poU \<> 
1 ' J .i „ l>^i>'s 'o: ■ Ai iO:.<S. 10-^0, 228 USPQoHx 086 (f-ed. I'll 
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A.mi^UMEKV AND UKSPONSK TO OFRCr-: ACTION 

• \i / •!,'<! u.'c.^^ ca<>.- 'ii, nla^ie in t!it' list instance, and iflhe tipjilicant co!?r\s forwird \viU! 
•c,!^Ollah]^.' ;.lnjital vUtcther huttresscd by cxpcrimcnl, prior an iclcrenccs. or aigunieni. 
ihc enlirc nudtK uftbc matter arc to be rcwei^lied. hi i^e Piaseckt . 745 F,2d i46S, 1472< 
?23 USPQ 7{;5,. 788 (i-ccl. Cir. 1984). 

^ n.J'.-nin.c, -he uiitfcnL OifKv cKticm m;uniains antiCipaiion ^■!oc!iun^ based upon 
Oiiiuic) ujx! Mkui ior cs^ieniialh the rcasooi; scl JbrUi in the TincU Rtjcctioji. The exiijuiner ha? 
no{ iHswca'-J the argunieiits set forth in ihc Appeal Brief iliat are relevant to these ajUicipatioii 
.•0!c>> tiojif; { ills is again error on the p;irt of the examiner. 

AS a resuiu applicants are at a loss to understand wiiy Quigley and Shah are siiil 
^..asuL-red lo anucipLUorv iofccncc? and wh) Dr, Goldstein's dcelanujon is not a suiTiciont 
iobuu.J of dr.; coniini:cJ ob\ lousnoss rejections. 

hi cohKidering the declaration .^fDr. Goldstein, tht; examiner has pointed to several 
! Jl:ei)eos 55) thi- cited an thai arc statLxl lo note that ultni-high and higii potency halogcuated or 

' ' ' " ' 'i' '"^ » i iteiOiJs L ti'so ^o.soLis Mdt eijculs u J as^citcd duU this i'; a 
I- vKh ( ^ k'n..Kl> (au (.hiiuicj .sciectioij {despue being irrelevant lo a nosoiiy anaiy~;is'). finai 
.OKH tio!\ page;* S-9, However, the clairnsf are not drawn solely lo iovv to low-niedtuni po{cuc\ 
ant -iPilaninKaun steroids but to the cofnbination ol the anti-innammatory with an anti-lbngal 
- 1 vi ^ i { !\> cl.i'n.L'd ronn-iKi{:,.n.s h.5^'e Wso iitnctions, one of which is to treat a ftfnga! 
!u -v. io . '>d -Aw oihej O! uineh is to diiuiiuph inOammation The tuo act by diHcrcjit 

i.'nts.-iti. which may in iaet work agaiiisieach other. It is well known that hy dec.va.sin;.' 
t\innn< tion. ^^ne also deere^ises the anii-iniecti^-e eapabtlities of the body. The data presented 

9 JAOIOO 



xm^mmm' and ufsi-onsk to ofpicf AcrfON 

I 1 > t !■ irsLri t'->iabh^h H\r ihc ciajjncJ compt sii)on<; aKMootli safe <!ik1 t'ihcji ious Nc> 
Mi.cjo luu- tiiL CAanuncr pointed to wiierc one of ordinary >sktll in the an Vsouki c\poci the 
:\Mn[itn:v,i>.«n ofthis setecfioa (o he safe and (,flk"iciou5, as opposed to a corabinatkni ora low 
Dotc:tc> hviirocortisuuc and anliftuig^l or a high potency anli-inllamniatory and antifungal. 
In. SO' u the only dt.^ciosurc in ihc pntt ait i:it<.ii by liu* examiner refers lo s^ilection ofthc antj- 
.PiV iurM.i\).y. inu to i'l ' , Lxl! .n oi the .srf :i.nua! - ^ *1mi two nre lOiHUher sate and 
. f^oaosoas. h \\ unpoKaui lo uoi. (hat pnot ati did nn iccu^ni/C th.'i ti e sclccUon ix^tJi 
1k' anu-hdLtnjni<'jiury and thu auiifiin-ial arc ret|U(red for efficacy. 

As l)r I joldstcjnX dcciaratiosi establishes, many of tht? paiienis hud provfously been 
; 'U" ' '-w ii ^-ii-n" apii-'n.l.mm<!\)i) -^tcumi^ Co . v. 'iji ^ civ. !lie saonLCi aiiti- 

irii. Ion cicaLc^ r.it>JO inllamnumon, n<.>t les*c. ami ihimiinij of the skin Tiic dau in Dr, 
< :,)l>\tcin'i. dcc!arati^>n noi onl} demonstrates Uic unexpected eiliea^y and iack of side fiiT;>.cts oJ" 
one tiun-ha}o!:icnaieJ steroidal anti-innammatory. desontdc. in combiiiEitioti with an .mtifutigai 
nn jadi;n^i,.d jaia pu^s.-nux^ Nhuwnu J\c -<i!j)i. lUKwpecioJ cnicacv anu kjc[^ uf sid:!offccts 
an (sihci na'nihersof die cLinnod cla?s of i<n\ S.i !o\\-niid noi.tir^ s'ujoid.il inti-aMlarimaionc'* 
\^^.>!niH'^^ oftite claiuicd class that have been hhowu to pioJuec results conipaiabie to a :opical 
. n-ain -jonu-iiniift^ {105% aesoiiide and !% cjotrimazole are: 

Ciotiin:a7i>je 1% cieaiii uiib ak-!omulaf,one dipropionatc 0A)5V( cream applied iwiec 

' XvKtitKVt^le cream Wu wiiU { ivdujctii tisone cream 3''i% apphcd iw tec duii) . 

i-\'0}^ 5iolc cream ]% wifli (luocinaloiK aceionide eieani 0 (M% :*ppiied tsvtcc daily; and 
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vMKND\tFrs' r ai-smNsr to office actk)n 

> ^ 'Mc . tc ini "(1 wuh dL lonuHdSone dipropion.no 0 ()^% ijiplnjd tu cl tiuih 
i ir , oal ' h. cuiup.naluv data, psncc ihc jOtienls initially tieiiteU with high puJono} 
^ki>)i'J si unu-injlmunuttorics in cumbiiiatton with antifungal agents, ThtJ unexpected crtlcacy of 
in^i small class oi chiinieJ lo^\ to low-jiicdium potency stcfoidal anti-mflammatorioi, in 
ci-'nib'i Mh-i' 1 h an .Mitlj! <mI c rsiJ noi Ik>\ l boon pjahctcd in vieu of the prior art, which, to 
\ ,t pi'ovido^ -my (caching oiiiei thaji a "giocei> list of compounds", teacheij awa\ from 
urn iig wealver anii'-lnflaramatarieii. 

\s t-uucd in inj^OJVrcii, 853 R2d 894, 903, 7 USPQ2d 1673, mi (FcJ. Cii. 1988J 
■iudccd, ior many inventions that ^ccni quite obvious, there is no absohue predictabiHty of 

an»\;-i.\ h<' -*^uli^. that would iht,n provide an objeciuc basis Ibi .sliouing lh.it llic im'ennon, 
fiN^iuh apnaivntiy obvioua, was in jaw nonobvious." 

: he 0 .aniiiier^s ctimniviiU^ that the prioi art recognized tliut storoki unti-jnnammatoiics 
' ' ^ ''■'^'^^'i ^ "^^-^ jHcoS ihi\{\ tiHitc poion! sicioiu .in('-!nnamm<,!U!iieE. mLss the pohit of 
.ip^U j.ti j!^..^\civ jiid iiu' in'nv-!Uo'*iheda!arrDr.<ioldsieHrN ucchn-.nion D\ Goldstein 
^Mto.s "tiicu; the ml that louui potency .steioidi, would not be cifcctivc Cjoldstein 
tit t la.i ;ou, paragraph ^ Prior to the work dcstM-ifocd hi this application, one ofordinaty slii!l m 
! ■ 1 5 . ^ iho [u'u u to have been obvious to tr>' combinations ofantifungal agents with 
,o>v i -uuviuun -jtoioid ami-niHaniniaUnic'* Bu! it lenuiincd for tho pfcs^.K i i\eiMai« 'o 
jcUKih, ^t'ioct and use conibin.UK-ns o! ant^funual H'^cnis v.hh Km to low-njcdiiini stosotd ai.u- 
'n»l snttn.ik.ric^ and dhttnci thai ^uch oombniaiions \^^n!Id succcjisfulh, iioat the unJorlyu^g 
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'i%!L\!>MrN] ''vNDfUSPONSl TO OmCn ACTION 

t>f ' )'.Jcl\ti.iP . .'u JauUfui [liovuit. objeLino oaM^ iof conciuduii. ihc subiccl maUCi olihe 

! ho i'ttnif" shoiiki l.os.p ihis ana!>sis m mu^cj as he recon&fdcis ihe pnor sn tcjccuonis 
v> v-ik J in {\>>< u^gatd ij'i'nnt M vc niauc below that Shah and Qiiigic> skucci bv the 

\ ! ti iv>< tu bo jnin,5raiOi > -^f chtn 1 ajc sn !av\ and fact nul If the cNammo! js ol the 
i iipi-f^iou uui Shah anil Quii^lc) mnUu fonn the basjs of an ob\ iousnuas iciei^tion iic muhl take 
! 1 1 .voum all eMilence of iccoiti. including the doclaiation or Dr Cjold>>tun b making that 
.K\>.>rfninatK-^u h\ doing so it us behcvcd liiat iht cxaminci concUidt. «n the basis of all ihe 
o'. !l t r!x inas <u< aiJcctCi. 'o non ! M<-n ''■'Kl nK.utcr. 

\ejUt5i>P imdLi ^5 1 .ft.< . ijin, Uist pu asji aph-^u ilttn description 
( taini ! \\a^ rejected imdci 35 U S |f1 !2. fiist paiagtaph. a> aiiegedly eotilaining 
u.iK\ > aiatict \shkh n not dcscfibtd m tbv specificatfon in i.uch a \\ ay as to rcasoMhty 
t ^ ^ 0 , It >. 1 llcd m the art dial the im'emor had possession of die chiimed hive^^ 
^:nlu.'i{ u^;v f'Lili) irnvonsc ihi><5 rejectioTi, 

] nc iiKU ivasop gmn b\ iho examttier is that ti)e phrase "iovv io lou-nicdiiini potency 

' - < 'i " ' >ila Hi \ u<M s a-, Msod jn claim ! Ls now matter or lacks wntl*.-!! descnpiive :>uppori 
i;t \\w <);i;:jn;i) dLick.surc ot tliii, apphcatsou. Offkc Action. December 1 3. '^'MK^ iJMk page ^-J 
V hui ihh phnwe is- considered \n ikc pufpci i^.gal and iaoiua! conloxt li \mH be been \h.A (hi . 
,i^P!„■el ui the reicclfon lucks mcnt. 

*' 12 h\v> im 



AMKNOftlKNT \M) KKSPONSF: TO OFFICr; ACTION 

Lniiti d poiiod o{ limc ilnhM^jsUy j)j kocn esios v j S. < t o ino , J:>8 I ui ^)i6, t>22. 
o^H SJ>Q2d I88f«, f891 (iod Cn\ 2004) (citation omiUt?d). Anolhei "purpose of the *\vriucrt 
I'cvutptior loqu'icment js , . |toj conv<<v with teasonabic ciarily to those sliilkd in the ml that, 
<■ ' >j d te i I npin^at r| wav m pos^u^s^ei; of die mvcnuon " \ cib Cath In c. \ 
')! Ka 2.1 .--^^ L^6V(v; 19 rsrQ2<.l I n 1 in/Oed Cn 1991 ^ Sve .li^L i n/o 

4K Ji.fo Ire \ < en-Pi obc inc . 2% T3i\ 1316, 1329, 03 Vi^?Q2d !6i7 (FeJ. Or 2002) 
i ! u\j'£.icnicr; ts satihliv'tl when ihe ipecincafiuii "s>ct|itj forth euotfgh detail to allow a pcKsoii 

<^K^ n<i)\ sk,<' "! the 'III lO undctJuhd ^\hu i .J< 1 ' .oi-^uukl the uachioj 
!;r^»'r;tcU vJkU is ckumed. ^ I anvc ratty of RochcstL?r . 358 1- Jd ai^HS, 6v USPQ2d ul 18%. 
V K .^i pt>i . specification satjsik*j> tliw* rcquitcmcnl is a qiicstinn of fact, which mim\ bo 
f '\ on : 0 ji^-])v.c;ue basis i Vas^'ath . 935 F 2d m \ 562-f)3. 1 9 USi*Q2d at ill 6X and u is 
Lfie '..xjmint.-! hmu^I burden ftoj prcs-jnti ! e\ idcncs or reasons why persona skilled in the on 

i\> iei.\ ^fii t* T tlK djN^.k)^ire a dosuipuon ol the iiUcntion defined by the claims'* f in re 
^laQMlH- >-n i-.2d 257. 2(i3, i^>l USPQ 90. <)7 (CCPA i976)). 

i '\jppiK\uUa ha\ c>some tlexibiiiU in the "mode selected fot complinncc' with the 
I ^ ! lioi KxiuucnKMit"(liniXCfMiion^chesl^^^ 
> ' ^ ^''''if -^vU'.xl \\\n iwix\\ ichicxnm to nractiec js not ivxx's^ ru % 'uius;- die 
. 1 n . ,n-,.ni ■>:(x o^.) U^l■'Q2d at 1894). Whether the level ofdiaclo.surc in die 

>i\t! le.uiufi vvohid h.n'c allowed one -^kiHed in tlx <ut to i«jcogni/,e thtu the invcinor mvenied 
■v.;..;5-.s.?v! MO liw 



U1r^^^^^i wi A\n m sponsl io or ncc action 

^ 1 iu'jt ti {( 1 p if L Pk* I sPfO |>»s H!nn u)/(. I ^uuhbt. oHattois io k 
u t vt'it u ) -J n. J 4 Jaumiuation Ihoy ukUkIc the kvc! oi ^lv!ll and knowledge sn tiu* 
dH ^ vihal ujMLiure phvsjuii d!Hl% cWmjcvii, piopeiUes, (unctionai ehmacleni>Uts aUn^eor 

upleti ujih t kjiuwii 01 disolo'vfd coireJaUon beUvcen i.tructujc and funi-tfon, and the method ot' 
f ^' n ^ ' 1 vd iPs^niK >i uiifd^l 'oi xaminaHon o' Patent apphcauans Ifndct the 35 

M ^ P *> 1 \^^iU(,n Dtsuiplkm Rcquiumeiit >6 ' > d Rt. lO^n MOf-din ^ "001) 
Distil slii.. o( ans unnbnuiKon uf\uch iucntilsnv' ch<tfaitcnstics nut ds 1 1 JiDsh tlsL viaiuiod 
- pMo J J'oni other inaitii lak ftnd uouJd kdd one < fskdi m the mi to the conclu'sbn ihai the 
i^ph< ant v^as in posi,csi,jon ot the cltuirtcd species is Miificjent " IcL 

' bv t'\ani'i ! ackiX) !r;(.s Ji u tK sfvoflcauon dcscnbe*! ihe use oJ a i^tniis oi \ ipKal 
V.' If is I V n ^ i ,u w ! Kc'si'ii! pa!ciic\ OA. page 3 1 hub, ihe quc'i.lion ii> whethci a peisOii ol 
d ^1 <>■! Lt ss at I \Si>it;d undei stand that applicant*? were aiio m DOfaScssion of the i.ub-5,;,nui oi 
I M i aj n-ni.Uii.imaioi) Metoids feel foith in claim I. ijL. ' low to low-iiudium " it submitted 
f t -di in the an aUci reading the ougimU djsclosui.. ui til! ^ -■pii ai.op \ ouid 

V lai ipplitaui xse!e!npo«,'=;c';i.!onofthc<.ub|eclmaiierofclainn incitKimgUteusooi 
<^ s\ *o kn-aK\iium 1 o(uu\ ^let«>!dal anu-inf!aiiiavu»ij\ 

! } ^^ <-LNt.npt.oii oi the t^oaus ofiou to mednim stciotdal anti-innamnutoncs nLLeNsanl% 
J rht; (iK Juded ;n;;.->.'.'n!is ]o^^ to low-medium sieroida! afitj-inflammatoncs. 

; lUiiju: niiJiv, t! pt-i^on Oi ,sK{tl !ii Ulc an undersloon thai potnni'v ot {<^p!Cf I aiVi-ij-stl '"I'-i-ii'-'j ^ 
•..i id-^ s^onnnonh doMubcd tn of .tcits>,dicit3i'ns\sicm Sec c u ,\Wn^\ 

u uua ^!t.u>id% .\atK»ial Ikso.ja^^iH I oundauun (..opv <itlaeliu'd to ^-DccJ-irauon L'lidci 37 I'FR ^ 

•<J>:>;.i.iJjV:S JAOiOfl 



\\]ihm}t\i \%'DRmpoNsi roornct action 

' h \ < xi.tcn JuuiJ)fChauj I he ( Iwit sots totth ^c\cn .1 *<--c^ 1 1 tupiuii 

^K-iokIs ioitijiaj.' ih»ni C Kis.s 1 — Superptnenl lo Ciasjv 7- foast potent. Qumiov al-so describes a 
sh?i!i:u se^ en tiass LlassiHcdtion w&tem foi anti-infIammatOJ> blcioid'^ M, coiumn 4, line 5:>- 

himn 6 Imc 5 J Ap'^hcdius used such t> chis!>ifiuHion sysHit,rn m dcsjcnbmg the piesent 
iiiUsxciU tuon Ve^i p^i^^e fiv<.. flm pa» agiapli (*l')esu'udc us a class 6 

Ino ^'ttins ot jn' o n.Ld.uiit puU-jKV tw^iLa! -icn))ds Ucsujbeu ai pui.'e > ui {he 
spL^invatKtu touybponds to a genus of Cldsi A — Msd-btiength. Cki.& 5— Lo%%ei jiucl-blreat,th 
. t las. 6 -Mild lopkai ^tciOfds such as those desctjbed in the Chart I hm. by de£,cnbtng this 
. apnhurt ^<ls^u1 d.s. d.u' (Ik i ( -> > i = is ^ <o losS-nieduim (( las > 1) 
hi IS UK ' iL 1 \> iUiin hroauot gi,nus Hiai applicants ciwsc iho (oinis low and low-niE,du'ni 
m tc \{ oiher phTas^olou? »iich ai. "mikr* at 1owei mtd-sticngth'' as used m the Chati is o(nu 
jnuu.t t.i as ,j noiM^n .>! skdl in thfst art undeistood that the leniK are dc&cnbing the same ciai>scj> 
iv>,.Nwa: :,icH)Hls. u! ihermotc, given that m i. I th^ obicctshet forth foi tiwpiescm tfdino!og\ 
u.uui.L siuc el!et,!rt, ,t p-jibor. oi sLfli m i[u> iui woulo a! o tsndot stand the picscni technologs 
n f tJ ■v tiK use )i ion * , [ou-r iuiiuu pu!e*it\ t-ipitai ste-oj !s 

in no Lvr tl is jofucnon tite v;\'ajnmt;r points to the de^sciiption o! dcsoximeiasonc and 
31- r,. t<- j i ihc -.prt !!K-auon and states liiat these steroids can be considered as hjgli-meduim 
.^nu iiik-duiui iKucnc;. h,]ML:i\ ;>i.'!\.id^ !<>s'x-oiive!v. OA, niiyc 5 i^rcsunuibly the cs:;iin!acr\, 
i,.n<.f s„at..ni.n. ) , Im.,vJ ujiou .h^.- uc~.ijupitoii of s'anoiw .stcioid eoniposiiions m the {'hart 
! K-Acwi. uj t,..nsklcf ing liie spec^hc IfMmuliiuons sei totth in (he various ciasses of the Chart, it 

II Moum 
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\ M I M) VI £ M A^'D RIISJ'ONSI } O OI*FlC K AC } JON 

-I -'-^ ' I pi 1 t !PMU I ui poiuKx M a iUf'jcal stuinstj isdepcndcnJ nu{ onhv on iJn. SiiLuilic 

-j-l Ji'd aihouui uscu but jLst> ou Iwv tbt steroid is foruiulaled. Sec McCuddcu. column 4, 
his ' I oi C!\ampJc, the diait indicates lhal the topical steroid hctamcth^iijono valcuitc can 
\ f J in an amount and foimuhUi^d i.o thai n can be a Vhs,s 6 (VaftfjOiK LoUon, 0 1%X CUbs 5 
nc ( iuam Ointment, U oi t, lass 3 fValisone Ointflient 0 1%) Iht spcctilcation states 
1 ^ '< i nnujfu.pN ^ u in \aiK as to u ^ ' } t\mo 7 { l.ui iJio ' ih.n Jie Choit 
c^'vL, I h Ks i'k tuji L.M ^iriOid'^ !.'(,His>)!ittasotic anti mo'7ioiaj-oiic m lomiu ation<; tha' are JO' oi 

io ktu-nivHliuni potencs tfe of no momcjn binCv the rwxoid is elcai that a person ofskill m iliis 
ar u\'itf \i> Lhc ougiiud discloHtre oi tins application \M)uld understand that topical steroids can 
T 1 1, 5 'I a lu « ^ int;t> of ways lu ani\ c ul a desired poteuqj sut-h as \o^\ lO low-ii-sedium as 
sei lenli in claim I . 

i he CKaminer also considers the phrase 'iuiving a hteiicr potency of I vvt% 
. . <x. jiAdUvi' be ajv\ mattei and lack written debcnptive i,upport in the original di&ckxsuie 
' » n i>«. 1 ^ 1 . ^ 'ai K! aJvP > vs i! at the specification states th.it a composition of I 
1 in h<K< }'} It), ^^nkl nunnini's Uio.fiSvMf at nil !J„ i Iil cxjoiu ocsoitostatc 
! at ip « uaK Nuppou exists w \hi, ^pt tilRahon as H!ui lot amending ih. chini to 
\ !L htn jng a hT^Hict ptnencj than 1 \vi% hydrocottisone llic evaminei does not piov ide 
1 1 ^ th!> ^oaelusion i he Chait states thai topical j^tcroki lonmtlationj. with 
i^^i < <> s 7 Uostpotein Nvts a pet ^ots ol ^kfli m th^ ii I'noe. tand 

^ ' ' to jov mcf ntm 'kiutd' svt tor^ii tntlan-i^ i ha\canighei poitnt\ unn 1 
h^Oith orvj-^on^ atiJ ihat the insvatois \.ere also ni pos:5t,>?sion ofthti, puiiiuu oi Jaim 1 



\Mi M)\n M wiyiu si><»Nsr uxjj rici. action 

Rejccttou L udti 3'> i .SX ^112, st'cojul pat «gi aph-mdcfinitcncs!, 
CLixms 1-17 wut rcfcctcd undei 35 U S C §112 a*» being indcfinue Apphcants 
v^s'-^^LiUilI^ ti.i^'cise thus lejedton. 

\ \ i,-^ m\ assLMts that iippiicants have not t,lcarl> Jefined wlui LonsUtutcs a low- 
1 v«.iMi 1 nM n< v H>pii.a{ slLTQid OA, page 5. 

\ , ->et ti>Hh in In le Mooic . 410 I 2d 1232, ms. 169 bSPQ 336 338 (CCIH 1^)71) 
( K otr u o.imttd) ihc dt'linttoncss ofthe language [employed m a clamij muM be analv/cd^ 

p 1 Mt.uin hil 'h\ iN t ! J lU tin t^Md n ^ kI oI ihv ! ti > 

' K UK t ki-iUtc is H \ uuld bt ijU^'ipietcd In ouu pOiScssji^ th^ jrc^ii.aj) k'Ncj t. ! -jkiH in 
I ,viii!K>!n >rt 1 Icie the e\amini-i ha^ leud tlaim 1 la a vacuum ainl has. not taken into 
\ < ' m th pcf mwm 'eaLhtngs of the piioi ait and the specification 

vs St r lortb ahov(, m It.'- 1 iKho^ Ht^t^vinufi s \ntttn cU strip mni.. ci, u xi \hc pxim 
i { U t a<!UtK ihi mttcs and noimds i)l the nhuist kn' -iiKdiiun pvtoKx sWa id il mu 
'^ihniti aoix ^cl^ the (halt McCaddcn ahopja\ides<:\?{lcncc thauhe pot^xjc^ 
<>r ^ i sf^K ki ti n^pobitioii depends upon the !,iciu}d its 'amount and the manner in whfcb the 

' ^ J 1 K jt j ' i us i«)(.tnctcs, and bounds oftbe questioned phra^ea^l^leadih 
aisiucni I L a jxs on oi sluil in shssart. 

I K' oonnnor lUo ailepc^ that ih^ otigma! disciusuie does nui i )\ih uk mv^ J<,iii tng 
(.uvLft itcN 5 k^w 'u».dit.n\ potent} stttuid^ii aiUi-tnflaminaltio ^onipouid OA- page " 



AMKNI^iVIENT ANt) HKSPONvSKTO OFFICE ACTION 

I \'>v.c\ -A. M c;,;:nMncr lias not u^'vxn into account (h:it Ihc sub-jicfuis ofkw lo !o^Y-Incdium 
fM'fcut} :opiou; i.tcaiii.L-i required by chum i is included within ihe §onii;> t^f lo'-.v lO medium 
note >c> U-fpical steroid cr'mpoutui> tiic cvaminej admili, is dost;ni:icd in ihe .specs lleatit<r. 
lurihernjore. the exainincr has ml taken into acc<3Unt the knowledge of a person ofskill in the 
.si s hi snaking this asserlion. Thzt hypothetical persion would understand from reading the 
^. .c!!\<ttM!; ih.\i thc tv.picaf MO' i^xi UM'd xu \tv prcscnt lech<ioloy\ <,>ni' ih.i! cnn he ionrnhitcd 
\- ni!!\3^i'/t. ^iJc eifect;, >oi :>iv-\ be eftecuvy fhii, guidance in the speeincaiu)!! >SvM\ep to define 
(hv. h^w to iow-mcdium steroids Uiat are indtidcd within the scope of claim 1. 
\V i t hdraxval of the rejeeiion ia courteousi )' soHci ted, 

Rci eet ions Under 3S ti.S.C § 102 and § liB 
•I;utn^ 1 ?- 1 0 aikt 1 :^ ~ 1 7 were rejected under 35 U .S .C\ § 1 02(e) ns antieipatcd by VS. 
i>;MerH AppMcaiton Publication No. 2003/0232aB6 to McCadden C*McCadde«). Chiihus 1-3, 7- 
! f>. 13 find I? were rejected under 35 Ij.S.C. § H)2(b) as disclosed by U. S. Patent No, 5,2j9.S77 
\o Shah ei aL ("Jiiiah"). Claims 1-3. 7-13 and 17 were rcjccied under 35 U.S.C. § 102Cb) as 
' i 0 h\ ! ^ \o o *o (> u \ . / ,// ( Qmnks ! 

(.^atnis ^;-o, 1 : aiid i? woie K-jecft-d under 35 U.S.C. 103(a) as' unp:iientabie over 
\ fct\Kidc-n. I'lniiis.s 4-6 wore rejeeted under 35 U.S.C, § 103ta) aa unpatentable over Shah. 
1 iui'ns ! I and 12 were rejeetcd under 35 U.S.C. § H)i{a) as impalcntablc over Quigky Claims 
if^ '>\oio tcjvcied iJhWi I f s f ' § j{13{a) inipatemaWe cr Sli.ih in xicv'v i.'rt' Paieiu 
Nvi, -.."No.siK^ Miu-a ( -Nijaa") Llamis 14-16 were rejected under 35 U.S.C, § H)3{,a)as 



11 



J. AO urn 



AM liKr)Mr- NT AND UESPONKE TO OmCE ACTION 

•.iv.] ju-fv. (<\xv a.s impatwitable tivcr Shah in view of U.S. Patent No. 6,444,647 in Robinson^ 

['1l(,tbinsofv'), 

/. Refiicltam based man McGadttm 

' L'Tix ;-\ ;>iK' 5_-f7 St !'5.! '.'w'.'tl 'sndor.^f. IIS.C !02(o) iis muiejpijfcd h\ 
I >. iOCi;. OJ32(SoO f McL addcn K (n .dclujon. cairns 4-6, ii and M are ivjccicd iimkT35 U.bX', 
1 u3(a} obvious over McCaciden. 

Subiniticd hcrcwuh w a declaraUon under 37 CFfl § 1.131 whjcli establishes that ihc 
[M'.^s/iK r'i\c utuo Wis ;odsit\'d i.' nntf-'ce in \\v': L*oi!'nr\ n<i<>rn» the '\'iriio^;l ptiont\ dato 
0 Hi 100 b\ VLC\{Jdcn, Sujiicmhcr 2. i 999, As 5ccn from lixliibii A of the deciaiation a p^UcDt 
-Mrtl-nnu from a severe fonTi tu'dcrmuliiia, one of the conditiojis slated to trt;atiii>le by ihij 
i'i:nine.! f-om position xw page 3 of the specification, was treated with a comhinmion of 
b >:[■:?. I (: cream { \ % sulconazole niiralc) snd WESTCOR'Rg) cream (0.2% hydrocortisone 
\;ikTaELM, v.hich psoduecd an cKUvntdy rapid reduction in redness :3JiJ ?;\\fi[iir.;. <^con iVuni 
die Chan. WHS'l'COR'I'fR) eream (0,2% hydroeortisonc valerate) is ii class 5 Lower NSid-sucngt!!. 
■ n >>> use api^iietini?; terminology, low-medium potenuy. anti-inftammatory steroid. 

vSIrjce the present inveulitm was completed prior to the earh'est effeetsvc date of 
MefadJ ri, ji- i. i.\-ti-'i5s based upvu N'fct'-idcicr s'k-uM be removed, 
iibf , iv\<!t .^1 uie K-jCLtiojis ii, eourteously sohciieti. 
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i !LLD: OCK^BRR 21. 20{n 

AsM!t:M^M KNT Wli Rl SPONSf JO OFFICC ACTION 
desecsfa?!^ Msed l Ufon Shuh 
ii™^ / I / > ami i / tuukt 35 IKS C ^ !02(h} as imntmmif h\ Shah 
X.t'icipalHin ts .in exacting st.nKU«d LFncJor 35 U b t <f ior, c\v.p ifnuutiCi ol a l i nnt 
1 JM .ff^'UiLdlK dpneui in a smgb pijoi .trl icJcicnt-c for il u» anticipate the claim irneBo uJ 
- 0! „d;r.l fn^ ]•> US{>Q2d 1560, } 56? tied Ca IWl 

»fi' i " in { 1 g V }5 1 2v{-'S6 S^*? 172 (<SPO^^! S26 {( I P ^ l^'" i K 

> Met jju 1^ K> iv I it I JCjCt-ltons 'tndoi TSC 101 aio piupci when. sub3<.ci 
f ^ul , diftiK\i t\ not idciJiicalh disc'oiea oi dewnbcd (cmphnsiis ouis) in 'the pnoi ait," 
1 vi.tUHV' that fcicctions iindes >S { !SC 102 aic proper oni> the clmnicd i-ubjcct mAWur ks 
' '5 ^ ' k'^fihel 1 (KpiK H' M uHU t \\<.nt onto obscnc i!un!k 

u viviu. mu i I \\\ 'idum\]UJ\ocali>ducioHMhvtL\iuica(tmcntion"|ordHc^ttiioscNiilki 
mIv juu tlx ffu\ sifUionhMthoiU any ncwd ioi picking chocs ng *i(id combining various 

I ►Mfu i o! duvcil\ folatcd lo each othci by the tcachiniis ot the ciied icfcicncc " J[d i ma!'} . 
tu couH !a>ijs aivd pickiai jiut cnoosmg may be entirely proper in Ihy making ofa JOl 

^i.v uiMiLs.r, f n ui 1 1 '\ V iv !?noopo-uni \ u .Jut itlj 

x>t..}vi.!;xv. i.vjvki:^t .Aivy iuK:K-ncc- o; tibviou:.;ac.s,s wwicw nuiv arise !ioni the -simiLinsy of die 
u!.)^u hj.inu \.bivh he ekums to the prfor art, bttt it has no place in the making uf a 103, 
ant5cs{>;itK>>s eviccIiihi u\_ 

^* if- H i! nUitjMM ,fn(.' aniPfida/^'i. nuiinn «! .tit, either 

! ^ > 1' n d )n ^ 'di a skioid aat!-iniLinU(httoi\ a_em kl co'uj m "^^ hn^s iO-1 Ck A 
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{ ' 1 J. u< i*}\M l<2, 2im 

roPNfiMrM AND nrspoNsr Toui-ricr achon 

t! ill u I" ! ioil ,n hhO! s!CK Kh is h'^ted at column 3, hne 54-colui»n 4, line 2 A picfcicncc 
At .nu* 1, \tji.\ ^(vK'ido i'> i.Nnn.sst. ! H cotumn 4. bnes j-lruxr Shah. 

H ivk' not rv'licd iipo i b\ uk Lv,t ninei n is noted ihai a pRtonod cfil Joimulauon 
^on5,'!'nnii \1 2% w ^^ hvdjoconisonc-! 7-v'ilerate set foilh ai colunui 5, Imcs 30-45 of Shah, at. 
s oi> as jn ' xamplc; i , b and ? Ho%\cvc». the Charl lists ^^Wc&tcoit {hntmcnt. 0 2%'' as 
, lunniv.h, h<KO! iso]]<.%ahi I'v ..n.. 's a C Liss -t—K jid-Sit.nanh c.onp >sft en i h * Liuiu alsj 
HAS iKsnii 0 :!"V at. s^oiuaining h}dtocuruvsono \a!i,ialc, but as a Chiss, 5 -i owes 

Mi<! St uvJi\h vompusit'ou Accordintj lo McCaddcn, the potency of 4 stciOid gel composttion is 
. an Dimnunt and n crt-am ! hus, tlK cxciTipliHed yd Joimuiaiionj* of Shah aie outside 

^.'ix ^ hum i since claim I only includes low to lou-mcdium potmis.) mcio^K 
I -niN the cxamtiKr'is anticipation rejection hinges upon a juJjLioi ^ i>v-k>> n.ui afic- 
nf'an n.aton Mi,!v>ids fjom ihe huim r'I foith at column 3, hiie 54-coiuuni t, hnc 2 o! Sn.il 
Mioh pjckiu^' md choosing, at ^wst, bci.pcaks of an obviousncs-i! detciminalion. not an 
.u<. t\ ^'011 >mlmQ In re Arkiey, ^ujifa, Accordinglv. Shah does not antioipme clann ! . and b\ 
'"■^i^^ I'M'' M ,1,5,1 i 7 ij^u dtputid u> ccih oi indneell> lheri.froui 
''^ i J ^ i '> ii' i^itcln^r iMoiufeo'tsiy. solicited 
r/tf»»s utith'i JS l'\S.€. ^ lOSfg} bmed twon Shah 
v'Jain. » icq^!^c^th.^t the stofouial anti-ij^tlammatoti is desonidc und the antlitmgal 

! k n oi < iaims ^ and 6 specify hov\ much of lUt;,c compounds the claimed 
.posiiiofi fj, to Qomam. 
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\m>iO\n'^l AND RES]»ON!!.K TO OFf jCF A^1^0^ 

(he e\,'nimcT admits Unit Sh^h does not explicitiv teach ihe oaniojnt u&c of these two 
(f^ u K it pij; '3 i!, hi [V! ijuiph llov^evci iho exjiunier i on hides i]m '{ '\oi>j i iia\o 
■vvji )U to i t . se!^ (,1 {Iwso !\u> ^]>cciljt compounds so as to nnpaii dcbucd thtiapcuiK 
)uun, is^.ii , tkI anu-MiO'drnmatoi) pjopeitk-i to [an] antUimgal stcrotdaf composition " OA, 
na rcmraph i>n drnm, pages 1 3^- 14. 

! ^ < 11 i>. 1 ^ • ih It !f ' ouVi h i\ ( fKen 'O'ls to -sAqcI do^^mdc .tki ^lotnrna/oie as 
\< .\i K ii. us ill >hah Jot ihc icasoiis 60l lorih aboxc. tk dau» m Dr Ookistcm\s Jciiauition 
u kit I hR < I nj pro\ idci. an ad(.qifaiL* rcbutlal oi any prmia facia cast^ oi uhvKuisnofas \\\ n 
t!} min be supported by tJjts relemice, 

A 1 Ki a\v \I of t'lo ii.iv\ Mf. h rs coiirteousK i.ohcitcd 

* tVtfw>s //-/r ufid^t^SS asX . iwon S f'uth (Kfd Ow'Jln 

f tairis } 1 and 12 fuHiiei lupu tbL JtMmed oon^pt-siiu.n m tcnns o( pi i aid piov tdc oi 
'\i pies^ti^^ .1 .soh.cfU, emollient, huuicctani. prescivauvc and enuii&illcj as well i\s the 
.put r .J rie.senee ot aud, base oi bulfci-ing agent to adju&t ihc pU of the composition 

rheoaminu f iiiu-^hh s ^ x, Jj » MUfiuv- 1 >i<MOidai 

.<^in,\) itiv 1 th U !u [udos ^ idi dJuJtuMul ^.onipt.iiiKK f)A. pdgc 14 { ,ic ^.xanunci icIilh upon 
ihc <'jsv,| sure ort^Juii^k} to make up ioi these shot tcomingi in Shah m arriving at Im conchision 
> K'<H^nes> Id , pages H 15 

i ^ "Id hno bcLtiolAKHts tocou nuiu S 1 h and ')ui<>!^s fii {[) 

1 1^1 ojAs^.i s i{ t ii>H!ic! I'^i the icaso is set lorlh abo\e t le dat t ni ! )f <ioLKtt'n . 
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U. S.S.N. j(V69!,928 

MMF'M>M!.NT \Ni) RHSFONM: TO OmCF ACTION 

f>' oj^ncs- nfigiu i L. suppoitod h> thci^c icicicuccs 
WuhiJjawai u{ iliu jei<fctioj5 h cuurleouji!) soHcUcd. 

C7ff/ms J 4-16 mi(kr35 IKS,C /gj^ftj based umm Shah ami Mitra 
^ i '! ' ' ' 1 (.'ilii a i^K'iht a of ucaiing a fungal dssca.se bv aUmimstfring liie composition 
( .M .kh!).^ !-l>or 1 7 to a subjec! m nc'xi of Mith a ncitmoni VLmv l^^^milt , tint the 
n.Uioni IS .! ciulu under 1 1> yeais old while cUxm 16 specific the lunga! diseu^e tu be iieatcd 

.ho cxjunrnci admits Shah docs not explicitly teach the subject uuttei of these 
^.a'lr > (J K. page The examlnci ivhes upon the disclosure of Mitra to jnake up for these 
■^ho 'comint" in :;>h ih n ,. -nvi \ ^ at hi-, ^ mi. ? M'Mi >'^ \ Ki p,ues lo-F'' 

W tht. u conocdinii ihat . sMUiiJ li ive been ob\ lous to cutubui.-- Suah and ui ihe 
^ nooi psoposed by the examiner, foi th<. reasons stt ibtth above, the data in Dr, Goldstein's 
a c 'af ^tion under 5''' CTR § ! .Kjipiovtdeh an adequate icbuftal of any prima facie ca-ic of 
1^ I ' 1 s ih 1 1 <jii be suppufied {'V ihoNC reierc'ucs 
VVvthdrfSAva; ol tise rciecuon is courteously sohctted, 

^ / / lo Ktiik'i 35 l.S.C. S hau'il mnm Shah and Rohmson 

diixm 5-1 sets iotth a method ol'trfatina a fungal djsca<^c by adin!inf,tt.nng the 
^ f< oi . I <. o! I iamis 1- j? 01 f7 !t, a .subject in need ofntch a treatment t'kum Ir< 
-ipv.^.;!!'. auu lb.: paucnt ts a child under 10 year.-i old while claim 16 specifics the fungal disease 
to be treated. 
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.%3l NDMI N { \Si> RFSPONSL TO OFFICL \C HON 

!i V unj Jiiiit Sh< uoos nu cs.pi!Lith kKh It nh)i\ti-jiu* oi tht'-t 
( \5!i:f> « >,\. p.iuc io. ! h(j CAumtnci rdics upon ihs discio.smo ol Robnis^un tti make up iot iliesL* 
J O'tcosnina'' m Sh.ih m arrivmg ai h& concluviou oJ oh\ lousocsi, kj^, pages lb-19 

W nlHHit t»niccding that U would tu\u been obsious lo combine yhali and Robini»on tn the 
ivj i i or^swi b\ the es,ammer fat the reasons sot fonh above, the Jay m Di Goldsk'in s 
Jccliii.siton uvih- - ? f J K . 1 jM n m .>iis.^.|Lk abuua! of am puma face case ol 
n oi ■>!■}(. s'. In ,1) 'iU '-^ M pnoHco h\ ih«. iC^Cieitces 
Willuirawai «j tbc: mjection. t*(Hirtcc7Usiy; s^^^^ 

K \ \i\ /-! :^ ;;na i 7 arc rcjec'.d undti I b i ^> i()?{b) as antiupatjo h Outgic\ 
niiL'L> L!<.<-t { bi, . tcpjcai tt>nipusihon-> usc<a! la ttcaiihg fungaj dibeaws that Lompjiso an 
>!■> um'<i! tuvniumaananu-uillamniatoiv stCiuid ^ cjl. column 2J!nc &6~co]mTin \ Hnt 

bo t orjpiAiUons aic slated to povse*fs a so-caOed synergjistic effect when the anH- 
' iKitptnai'^i ^ ^(cjoid is cMci beauni,. id I he ami-inflamm^iioo' sli-roid*. u&eiul m the 
V n.p.^su If ^1 Quigioy ;ne exetnpjificd in a hst ofstcroids classified bv potency. Id,, column 4, 
II ' >k(in 1 o3. 

Ou ' e> Josv.iibes pixjpheuc fonnulattons accotdtni, lo that mvendon Sec lahlcs Vll 
p>' fij.i' atv^ fipvinMiia tcM Qujglc> also prtnidci E\impbN l-1 1 ihiu ajc stated la describe 

hv -\a>n,'>i '1., I ophuL-a^is pick'j oj aie sutUd ti <.ontain Ix'tamcdiaMii.t dipropio lalc .'s 
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HiJ-D: OCTOBEfl 23; 2003 

A,^^^•:^■D^^fi:^"r and kksponsk to oKFiCE action 

a iii-;nil;ji.nui!..>y vferotd Ncilhct tho prophetic formulations nor Uic cxempliftcd 
cuiitp-.siUniv, cc>iK/!iii{c risi ciniicijKitiois of Claim 1, 

1 umim lo {lui j>!upiKnic ronnulatiorii! first, it is seen that liie steroid may be cont^uncd in 
ihc:,v' ibrnuikiiioii^ in an amount oi" 0,0 1 -2 J \wi%, prefcrab!)- O.Ol-0.hvt%. Korniulations 
cor.i.iininy i^etaint.'tlisi.'joiK' dipropionate in these Ejmounts are slated by Quigley to range in 
[V'loncv )'i C'i.Ks I (hiyhc-ii potency ) lo Class 5 {low-uicJiiim potency), Tlui^;, in order to 
asTtsc ;it lonnulaluins v/iinin Uie scope ofcitiijn i Irom ilie n^yriad ofliie rurnuilations Jescnhed 
in the prophetic exanipies oi'QuiifJey would require signiikanl picking and choosuig. As set 
J i" ixy A ilJc^. su|}rj, such pieking and choosing is projXT only in an obviouiitncs.s 
ttieiitton, •ioi an anticipation rejeciion. 

I <o\s muMVi:, 10 the uxnmpici; o| Quigicv. li is seen that thru the tbrnuilationi of f'^xampL-.-; 
' - • ? conuun !'> 064 \vi% of hetamcthaKonc dipropionate. K\ani(^ic 13 only states that a "le^t 
].\.nukUfon" was u>\>d. Based upon ihe amount of the betamethasone dipropionaic. ibesx 
iOiinulauons anpeai- lo be in Class 1,2 mid 3 ofQuigiey and thus are more potent than the 
vu Pn.-MUo'is o'\:iannl Pven ihc lots- n on-^onioio 10 ot nu^vlc\ coiUjju.- i) OA ! . 
i.x:i<i!ntHha,si.-nc dipropsonatc. This is eqnivalcnt to ihc amount of befan^etlvisono dipiopionaio in 
; ou vs..ije'*^' cream that is stated U> be very potent at pages \-2 ofthcspccincalion. In this regard. 
ns>:c that lilt bctaniethasone dipropjonale loticjn stated i>\ Qujgtey la be oriow-medinm potency 
. ! ' f inr. i t! ■ .-..>iij:rjd ■^n\' 0 01 \, ,>i (he ,s(c'-ok! ) hus, \\k examples of Quigley arc 
^ ' ^' -ibon , i'k<. mote puu-nt than those ofchnm 1 
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n.j n ). tMii.'h' in< w 1 i 1 h uoJ sV^'OiJ 1 h i , 'ho riophctic ;uid 
V J |t!il . i ni, ii|j,iin,n^ ,r Qiti^'L) t!o sto* <hiliup.Ue claim I / Vvhjclj icqunos that ihe sieroidal 
^'il^t-IP^.'n1!n^uc^i^ is tuH balogenatetl 

H'ijhi!j..n\v^i ui thii rejection ib couricousiy .solicited 

Coficiiisimt 

in sumw.)t'\ . apylKLins hiwc (k-'nonsiiauv 'Jku the cKiinieJ oonibin.uion imcxpcuteJi} 
nK'\Ki'j.> v-'ilKacs ant! sakiy, which ii. nejshc! rocogni/'ed by no\ olniout. I'rom ihv. print ;iu, 
v=km:5!K-o oi\i!l claims as is therefore earnestly solicited. 



Rc.sfjcoUuiiy submiued. 

Piurcu L, Fabsi 
Reg. No. 31.284 
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